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1. | ONMUCAHUE BusyaneHemi. Kpyrnbie asosikoBeinyknble Tabnetku ¢ | Kpyrnbie aBOsiKoBBINYKNble TabneTku ¢ gac-
chackoii, NOKpbITEIE MNEHOYHOW OBONOUKO/ PO30BOrO | KO, MOKPLITHIE MNEHOYHON OBOMOYKOH pPo-
useTa. 30BOrO LiBeTa.
2. | NOANTMHHOCTb Y®-cnektpocotomeTpusi. YO-cnekTpel nornoweHus | YP-cnekTpodotoMeTpust, YO-cnekTpbl no-
UCNLITYEMOrO 1 CTaHAAPTHOrO pacTBOPOB B 06GNACTU OT | FMOWEHUs WCALITYeMOr0 W CTaHAapTHOro
250 a0 300 HM AOMKHBI UMETL MaKkCUMYMbI NPW OfHUX 1 | pacTBOpoB B obnactn ot 250 ao 300 Hm
Tex e ANNHAX BOMH. MMEIT MaKCUMyMbl NPU OAHUX M TEX Xe
ANVHAX BOMH.
B3XX. Bpemsa yaepxusaHua OCHOBHOrO nuka Ha xpo- | BOXX Bpems yaepvmsaHus OCHOBHOrO nu-
maTorpaMme MCNbITYEMOro pacTBopa AOMKHO COOTBET- | KA Ha XPOMaTorpamme WCMbITYeMOro pac-
CTBOBaTb BPEMEHM YAEpXWBAHUA nUKA KNONMAOTPEna | TBOPA COOTBETCTBYET BPEMEHU YyAepxuBa-
Ha xpomarorpamme CTaHAApTHOro pacTeopa (pasaen | HWA NUKa KNonuAorpena Ha xpomarorpamme
«KonuvuecTseHHoe onpegeneHue). cTaHaapTHoro pacrtsopa (pasaen «Konuve-
CTBEHHOE OnpeAefieHue).
3. | CPEOHAA MACCA e Po, 09C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 mr + 3,0 %). 255,32 wr (-0,4%)
4. | PACTBOPEHUE Fo Po, 09C.1.4.2.0014.15, (102%)
Y®-cnexktpodoTromeTpus. 98%
He meHee 80 % (Q) OT 3aABNEHHOrO KONMUECTBA KNONMU- 107%
aorpena yepes 30 MuH. 105%
104%
101%
99%
5. | POOCTBEHHbIE BIXX.
NMPUMECHU Fpumecs A — He Gonee 1,2 %; 0,04%
npumecs C — He Gonee 1,5 %; 0,56%
eAUHNYHAA HenaeHTudMLUMpoBaHHas npumech — He 6o- 0,06%
nee 0,2 %;
cymmMa npumecei — He Gonee 2,5 %. 0,67%
6. | BOOA Fo Po, 09C.1.2.3.0002.15, meToa K. duwepa.
He 6onee 7,0 %. 1,6%
7. | MUKPOBUONOIMMYECKASA | Md P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obwee uncno aspobHbIX MBKPOOPraHn3MoB - He Gonee Meree 20 KOEs 1 1
10° KOE 8 1 r (mn);
Obujee 4ncno ApodokeBbIX W NNECHeBbiX rpubos: He MeHee 10KOEB 1T
6onee 10 KOE & 1 1 (mn);
Escherichia coli: otcyTtcTeue 8 1 r (mn). He obHapy#eHo
8. | OOHOPOOHOCTL e Po, 09C.1.4.2.0008.18, cnoco6 1.
JO3VUPOBAHUS AV £ 15,0 % (n = 10), ecnu ycnosne He BbINOMHAETCA,
T0 AV £ 15,0 % (n = 30), u aAna 30/30 TabneTok konuve- AVi0=4,3%
CTBEHHOE COAEpXaHue Knonuaorpena AOMKHO Haxo-
auTtbes B uHTepeane 0,75-M — 1,25-M.
9, | KOMIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonmngorpena (ot 95,0 % 75,53 mr
OMNPELENEHWE 80 105,0 % oT 3asBreHHoro konuuecTsa) B ofHoM Tab- (100,7%)
netke.
10. | YNAKOBKA lpu npoussodcmee, pacoske u/unu ynakoske Ha OO0 | lpouszsodcmeo, ¢hacoska U ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYPHYK sueiikoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO A4EKOBYIO
(6nuctep) U3 nneHku MONMMBUHUNXNOPUAHON U chonbrn | ynakosky (Bnmctep) us nnexku NBX/MBAX u
anioMUHNEBOW WM B KOHTYPHYIO AYEMKOBYID YNakKOBKY | (hOMbrM anioMUHUEBOMN.
(6nuctep) us nneHku MBX/MBAX v cdonbru anioMuHmne-
BOM.
Mo 3 unn 6 KOHTYpPHbLIX AYENKoBBIX ynakoBok (6nucte- | Mo 3 KOHTYPHbLIX AYENKOBLIX YNaKOBOK (6ru-
pos) unu no 1 6aHke BMECTE C UHCTPYKLMEN MO NpUMe- | CTEpOB) BMECTE C MHCTPYKUME#d No npume-
HEHUIO B NAYKy KAPTOHHYI. HEHUIO B NaYKky KAPTOHHYIO.
11. | MAPKUPOBKA MepsuyHas ynaxoexa lMepauyHas ynakoska
Ha koumyproii sueiikosoli ynakoske (6nucmepe) Ha | Ha koHmypHoii ' selikoeoil  ynakosxe
PYCCKOM s3biKe yKas3bl8alom: TOProBoe HaumeHoBaHue | (6rucmepe) Ha PYCCKOM $3blke YKasaHo:
npenapata ¢ npeAynpeAuTensHON MapkupoBkoW ®, | TOproBoe HaumeHOBaHMe npenapaTa ¢
MEXZAYHAPOAHOE HeNnaTeHTOBaHHOEe HauMEHOBaHWe W | MPeAynpeavTenbHON  Mapkupoekon  ®,
AO3NPOBKY (HA PYCCKOM W aHrMUACKOM A3biKax), | MeXayHapogHoe HenaTeHToBaHHoe
NekapcTseHHYI0 opMy, HauMeHOBaHWe  TOBapHbI | HaUMeHOBaHWe W A03NPOBKE (Ha PYCCKOM U
3HaK  (naTuHuuelr) nepxartens  PerncTpauuoHHOro | aHrnuincKom A3blKax), JIeKapCTBERHAA
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YAOCTOBEPEHMA, HOMEp Cepun, Aary npPOM3BOACTBA
(npu  dacoske Ha OO0 «MAKU3-PAPMA» paty
NPON3BOACTBA HE HAHOCAT), AaTy WUCTEYeHMs Ccpoka
FOAHOCTW.

BmopuyHas ynakoska

Ha xkapmonHOU nayke Ha PYCCKOM SI3bIKe yKa3bieaiom:
Toprosoe HanMeHoBaHne npenapara c
npeaynpeauTencHol MapkupoBkoi ®, MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue, AO3NPOBKY,
thapmakoTepanesTUYECKYIO Tpynny, NeKapCTBEHHYIO
cdopmy u konudecTBO Tabnetok B ynakoBke,
HauMeHoBaHWE U  coAepxaHue  AelCTBYIOWEro
BellecTBa B OpHOt TabneTke, YcRnoBWS XpaHeHus,
npeaynpeauTtenbHole Haanucn «COASPXUT NaKTosbl
MOHOruApaT», «XpaHuTb B HEAOCTYNHOM AnsA AeTei
MmecTey, «Nepep, npUMeEHeHWeM npenaparta
O3HaKOMbTECb € - MpunaraeMol  MHCTPyKUUen»,
«Mp1HUMAaTL NO HAasHaYEeHWIo BpaYyay, YCAOBUSA OTAYCKA,
cnocob APUMEHEHNS, Hapnuch «®» -
3aperucTpupoBaHHbIA  TOBApHBI  3Hak»,  HOMEp
CBUAETENBCTBA O PerucTpauMy TOBAPHOTO  3HaKa,
HoMep perucTpayuoHHoro YAOCTOBEPEHUA,
HaumeHoBaHue aepxarens pPerucTpaLmoHHOro
YAOCTOBEPEHUS,, €fo CTpaHy ¥ TOBAPHLIA 3HaK
(naTukuler), HauMEHOBaHME U  CTpaHy UPMbI-
npounssoauTens (npu npoussoactee Ha OO0 «MAKIN3-
®APMA» yKkasblBalOT CTpaHy, FOPOA), LUTPUX-KOA,
HOMEp Ccepuu, AaTy NPOU3BOACTBa (NpU NPON3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npou3BOACTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTHU, LUTPUX-KOZ,
B copmare DataMatrix, rnobaneHbii
MAEHTUUKALMOHHBIA HOMEpP TOPrOBOW €AUHMLUL! ¢
MHANBUAYanbHbIA CEPUIAHBIA HOMEP TOProBOI e HNLbI.

HononHumensHO Ha emopuyHol ynaxoeke (Ha nauke
KapmoHHOU) Ha - aHanulickoM SI3biIKe  yKa3bleaiom:
TOProBOE HaMMEHOBaHWEe NeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HenaTeHTOBaHHOE HauMeHOBaHWe,
DO3UPOBKY, NEKAPCTBEHHYK POPMY MW KONUYECTBO
TabneTok 8 ynakoBke, Hagnuck «Antiaggregant».

¢dopmMa, HaMMEHOBAHUE  TOBApPHbLIN 3HaK
(naTnHuLen) pepxaTens perucTpaumoHHOro
YAOCTOBEPEHUA, HOMEp cepun, para
NCTEeYEHUs Cpoka FoAHOCTH.

BmopuyHas ynakoeka

Ha kapmorHoU navyke Ha PYCCKOM s3bike
yKasaHo: Toprogoe HaumeHoBaHue
npenapara c npeaynpeaAuTenbHOR
MapKUpoBKOW ®, MEXAYHapoaHOe
HenaTeHToBaHHoe HaumeHoBaHue,
AO3NPOBKA, cdhapmakoTepaneBsTHyECkan

rpynna,  nekapcTeeHHas  copma U
konuyectBo TabneTtok B  ynakoBke,

HaMMeHoBaHue n coaepxaHue
DEWCTBYIOLLEro  BewecTsa B OfHoW
TabneTke, ycnoeus XpaHeHus,

npeaynpeautenbHoie Hagnucn «CogepxuT
nakTosbl  MOHOrMapar», «XpaHuTb B
HeAOCTYNHOM ANA AeTel mecTe», «Mepes
NpuMeHeHWeM npenapara O3HAKOMbTECH C
npunaraemoi MHCTpykuuei», «lMpuHumaTh
No Ha3Ha4eHMIo Bpauay, yCnoBUs OTNyCkKa,
cnocob npumeHeHus, Hagnucb «®» -
3aperucTpypoBaHHblii  TOBapHbIA  3HAK»,
HOMEP CBMAETENLCTBA O perucTpauuu
TOBAPHOro 3Haka, HOMEp PerucTpaLuoHHOro
YAOCTOBEPEHUA, HAMMEHOBaHUE AepxaTens
PErucTpaumMoHHOrO  YAOCTOBEPEHUs, €ro
CTpaHa ¥ TOBapHbI 3HaK (NaTUHWULEN),
HauMeHoBaHue, CTpaHa W ropos cupMbl-
NPOM3BOAMUTENA, LUTPUX-KOA, HOMEP Cepun,
AaTa UCTEYEHUA CPOKa TFOAHOCTM, LUTPUX-
koA B copmate DataMatrix, rnoGansHblli
NAEHTUMDUKALMUOHHBIE  HOMEp  TOprosow
€ANHNLLI U MHANBUAYaNbHLIA CEepPUIAHBINA
HOMED TOProBOWh ANHULbI.

HononHumensHoO Ha 8MOPUYHOLI ynaKoske
(Ha nayke kapmoHHOU) Ha aHanulickom
A3bIKe YKa3aHO. TOProBoe HauMeHoBaHue
nexKapcTBEHHOrO npenapara,
MeXAyHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHMWe, J03NPOBKaA, NEKapCTBEHHaA
chopma 1 konuuecTeo TabneTok B ynakoske,
Haanuck «Antiaggreganty.
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